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APPENDIX C 

General Device Classification Questionnaire 

Sirona Dental Systems GmbH 
5 13(e) Reclassification Petition 

August l&2002 
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PUBUC HEALTH SERVICE -FOOD AND DNG ADMINISTRATION 
FORM APPROVED: OMB NO. tMO-Dl33 

GENERAL DEVICE CLASSlFlCATlON QUESTlCNNAlRE 
MP~RATION DA-: JM~S~~ t. 2000 

-, (Sea OMB Statemer~t on Page 2) 
PANEL MEMBER / PETITlONER DATE 

Sirona Dental Systems GmbH 1 July 29,2002 
GENERIC TYPE OF OEVtCE 

1 

Data acquisition devices for CAD-C&M CLASSlFlCATtO~ REC~~~~~EN~,~TION 

dental restoration systems Class I, exempt from 5 IO(k) premarket notification 
I 

1. IS THE DMCE UFE-SUSTAINING OR UFE-SUPPORTING 7 

2. IS THE DEVICE FOR A USE WHICH IS OF SUBSTANTIAL IMFORTANCE W 
PREVENIING IMPAtRMENT OF HUMAN HEALTH 7 

3. DOES THE DEVICE PRESENT A POTENTtAL UNREASONABLE RISK OF tWESS 
OR INJURY 7 

4. 010 YOU ANSWER ‘YES” TO ANY OF THE ABOVE 3 OUESTiONS 7 

6. lS THERE SUFFICIENT INFORMATION TO DETERMINE THAT GENERAL 
CONTROLS ARE SUFFICIENT TO PROVIDE REASONABLE ASSURANCE OF 
SAFETY AND EFFECTIVENESS ? 

6. IS THERE SUFFICIENT INFORMATION TO ESTABLlSH 
PROVIDE REASONABLE ASSURANCE OF SAFETY AN 

7. b THERE SUFFICIENT INFORMATION TO ESTABL 
PROVIDE REASONABLE ASSURANCE OF SAFETY 
IF YES CHECK ME SPECIAL CONTROL 5 
REASdNABLE ASSURANCE. FOR C&t If. 

NEEDED 

q Ftmbna?ket swveinanoe 
17 Perfwmance Standard(s) 

q Pattent Registries 

0 DevkaTraoNng 

q Testing GuIdelines 

q other c%=m 

8. IF A REGULATORY PERFORMANCE STANDARD IS NEEDED TO PROVIDE 
REASONABLE ASSURANCE OF THE SAFETY AND EFFECTIVENESS OF AClASS 
II OR III ONlCE, IDENTlFY THE PRtORfTY FOR ESTABLISHING SUCH A 
STANOARD. 

0 LowPrtorlty 

q MbmRlority 
q High Priority 

cl Nc4ApplkaMe 

9. FOR A DEVICE RECOMhiENOED FOR REClASSlFiCATlON INTO CLASS II. 
SHOULD THE RECOhIMENOED REGUUTORY PERFORMANCE STANDARD BE IN 
PLACE BEFORE THE RECLASSIFICATION‘TAKES EFFECT 7 

10. FOR A DEVICE RECOt.MENOED FOR CLASSlfldATlON I RECLASSIFt&Tl~~I&TO 
Cuss 111. IDENTIFY MEI’RtORfTY FOR REOOIRIiXJ PFtEMARt@T APPROVAL’ 
APPUCAllON (F’MA) SUBMtSStONS. 

q Low Priutrj 

0 MediumPktty 

cl HlghPrbrtt 

0 Not Applicable 

JYES EN0 

1 Eat+0 YES 

IYES q NO 
JEs &1NO 

a YES q NO 

IyEs clN(J NA 

lKS q N NA 

NA 

IyEs q N NA 
] NOT Awkable 

NA 

Go to Item 2. 

Go to bm 3. 
- 

Go to ttem 4. 

It ‘yss.u go to Item 7, 

If wo,” go to Item 5. 

If We.” Classify In Class 1. 

lfWo.“golo#am6. 

If we.” go to Item 7. 

If “NO.” Classify in Class I. 

KS.’ 0lass1fy In class II 

I “No.,” Classify h Claes Ill 
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